
510(k) Summary 

SUIIMITTER. B. Braun Medical Ino. 
901 M m n  Boulevard 
AUcnt6wn. PA 181Q9-9342 
(610) 596-2375 

Contact: Sheri L. Musgtumg, Mmaget, Regulatory 
Af-fbkS 

DEVICE NAME: UlmiteQ VaIvc 

COMMON OR USUAL 
NAME: 

Needle h e  Iqjedion Site 

DEVICE 
CLASSIFICATION: Class II per Code ofFederal Regulations, 

Title 21, $880.5440, W a d m  Ad.mh&& ' 'on 
S a  product code F'PA 

PREDXCATE DEVICE: B. Bmun Mdcal  I~c.'s Ultrasit~ Valve (prcviousfy 
lamam as V2 Injection Site CK955585) 

DESCRIPTION 8, Braun Medical's ultrasite@ Valve is intended 
for aspirotion, injwticm ar gmvity/pump flow of 
flui& upon insertion of a d e  1- fitting. 

Tho Ultrasito Valve m y  also be used with power 
injectors for which tha maximum pressure setting is 
3QO psi. When used with a power injector, thc 
Ultrasite Valve must bc secured tx, OW devices 
with a luer l e  corndon; other devices must also 
be ratwi far 300 psi. The W t e  Valve is 
desigued ta aid in the prevention of n6edlcStick 
injury. For mom ~ ~ ~ I S & Q R  ofthc pnnciplcs of 
op#ation, picase rcfcr to Atttchment I - Proposed 
Dovice L8bolix-q and bU&u&ianr fut Uw. 

The UittytBite Valve is designed to provide needle- 
frac acces~ on LV. pump -, gravity s&. and 
extension sets. The ultrasite Valw is a aecdle-fk, 



INTENDED USE: 

SUBSTAMXAL 
EQUIVALENCE: 

copless positive displacmrat valve to be usd in 
place ofneedles fbr the admhisgatimr of fluids. 
Tha UMto Valve may be accessed with standard 
male luar colulccbrs and quires 110 special 
acccssoty dtvices. 

The Ultrasite@ Valve is intended for aspiration, 
injection or gravity/pump flow of fluids upon 
insertion of a mala lucr fitting. The Ultrasrite Valve 
may alm bc used with power injectors for which the 
maximurn pressure setting is 300 psi. When u d  
with a power iajcdor, the Ulrrasite Valve must be 
smmd to crthrr devices with a lucr lock 
comation; other dcvicas must a b  be rated €or 300 
pei. The Ultrasite Valve ip designed to aid in the 
prevention of needlestick injury. 

The subject UItaEite Valve is simiiar in materials 
and &sign to B. Bmun Mdical's premarket 
notification, Ultrasite Valve (prtviously known as 
V2 XnjoCtioa Site), K955585. Functioml testing was 
pafbrmcd to support that there sre no new issues of 
Bafety or cfktivencss raiacd by the e x p d u i  
indieations for usa for power injectors. 



Public Health Service 

Food and Drug Administration 
9200 Corporate Boulevard 
Rockville MD 20850 

AUG 1 1 2003 

Ms. Sheri L. Musgnung 
Regulatory Affairs Manager 
B. Braun Medical Incorporated 
90 1 Marcon Boulevard 
Allentown, Pennsylvania 18 109 

Re: KO31923 
Trademevice Name: Ultrasitem Valve 
Regulation Number: 880.5440 
Regulation Name: Intravascular Administration Set 
Regulatory Class: I1 
Product Code: FPA 
Dated: June 20,2003 
Received: June 23,2003 

Dear Ms. Musgnung: 

We have reviewed your Section 5 1 O(k) premarket notification of intent to market the device 
referenced above and have determined the device is substantially equivalent (for the 
indications for use stated in the enclosure) to legally marketed predicate devices marketed in 
interstate commerce prior to May 28, 1976, the enactment date of the Medical Device 
Amendments, or to devices that have been reclassified in accordance with the provisions of 
the Federal Food, Drug, and Cosmetic Act (Act) that do not require approval of a premarket 
approval application (PMA). You may, therefore, market the device, subject to the general 
controls provisions of the Act. The general controls provisions of the Act include 
requirements for annual registration, listing of devices, good manufacturing practice, 
labeling, and prohibitions against misbranding and adulteration. 

If your device is classified (see above) into either class I1 (Special Controls) or class I11 
(PMA), it may be subject to such additional controls. Existing major regulations affecting 
your device can be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In 
addition, FDA may publish hrther announcements concerning your device in the Federal 
Repister. 



Page 2 - Ms. Musgnung 

Please be advised that FDA’s issuance of a substantial equivalence determination does not 
mean that FDA has made a determination that your device complies with other requirements 
of the Act or any Federal statutes and regulations administered by other Federal agencies. 
You must comply with all the Act’s requirements, including, but not limited to: registration 
and listing (2 1 CFR Part 807); labeling (2 1 CFR Part 80 1); good manufacturing practice 
requirements as set 

forth in the quality systems (QS) regulation (2 1 CFR Part 820); and if applicable, the 
electronic product radiation control provisions (Sections 53 1-542 of the Act); 2 1 CFR 1000- 
1050. 
This letter will allow you to begin marketing your device as described in your Section 5 1 O(k) 
premarket notification. The FDA finding of substantial equivalence of your device to a 
legally marketed predicate device results in a classification for your device and thus, permits 
your device to proceed to the market. 

If you desire specific advice for your device on our labeling regulation (2 1 CFR Part 80 l), 
please contact the Office of Compliance at (301) 594-4618. Also, please note the regulation 
entitled, “Misbranding by reference to premarket notification” (2 1 CFR Part 807.97). You 
may obtain other general information on your responsibilities under the Act from the 
Division of Small Manufacturers, International and Consumer Assistance at its toll-fiee 
number (800) 638-2041 or (301) 443-6597 or at its Internet address 
h t t p : / / m .  fda.gov/cdrh/dsmddsmamain. html 

Sincerely yours 

Susan Runner, DDS, MA 
Interim Director 
Division of Anesthesiology, General Hospital, 

Office of Device Evaluation 
Center for Devices and 

Radiological Health 

Infection Control and Dental Devices 

Enclosure 



IndCcstions for Use Statement 
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5ZO(k) Number (if known): _ _  

Dcvice Name: Ultrasite@ Valve 

Indications For Use: 

The Ultrasited3 Vaivc is inteaded for aspiration, injection or pvity/pump flow of fluids 
upon insertion of a male her fitting. The Ultrasite Valve may also be used with power 
iqjactm far which the maximum pressure setting ia 300 psi. When used with a power 
injector, the Ultrasite Vdve must be secured to other devices with a luer lock comection; 
othcr devices must also be fated far 300 psi. The Ultrasite Valve is designed to aid in the 
prevention of necdle$tick injury. 

(Division Sign-off) 
Division of Anesthesiology, General Hospital, 
Infection Control, Dental Devices 

510(k) Number: H 43-e- 
I 

- 
(PLEASE DO NOT WRITE BELOW THIS LINE - C W " L E  ON A"ER PAGE 
IF NEEDED) 

Concurrence of CDRH, Office of Dmice Evaluation (ODE) 

Prescription Use f/ OR k r - T h 8 ~ 0 U l k  USe 
(Per21 CJ?R 801.109) 


